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m BuiklitIE 20- Denver Federal Center
P. O. Box 25087
Denver, Colorado 80225
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November 18,1996

WARNING LE-

Mr. David O. Weaver,President
D.C).Weaver and Company
565-CNucla Way
Auro~ Colorado 8001;

Ref.# - DEN-97-04

Dear Mr. Weaver:

Duringan inspection of D,O. Weaver and Companyconductedbetween October 15and 21,
1996,EngineerThai Duongdetermined that your firm manufacturesvarious EEG/ECGskin
prepping and conductive paste products. Theseproductsare medical devices as defined by
Section 201(h) of the,FederalFood, Drug and CosmeticAct (the Act).

The above-stated inspection revealed that these devices are adulterated within the
meaning of Section 501(h) of the Act in that the methods used in, or the facilities or
controls used for the manufacturing,packing,storage,or installation are not in
conformance with Good ManufacturingPractice(GMP) for Medical Devices Regulation,
as specified in Title 21, Code of FederalRegulations,Part 820 (21 CFR 820) as follows:

1.

2.

Failure to conduct all processingcontrol operations in a manner designed to assure that
the device conforms to applicable specifications,as required by 21 CFR 820,100(b)(2).
For example, your firm has failed to validate anyof the manufacturingprocessesused to
produce Gnmiprep, Nuprep,and Ten20 Conductive. ‘Ike is no evidence to demonstrate
that the mixing process will assure that the finished products are mixed homogeneously.

Failure of the quality assuranceprogramto assure that approval or rejection of all
finished devices is performed,as requiredby 21 CFR 820.20(a)(2). For example, the
quality assuranceprogramdid not reject three lots of Omniprep produced using more

than the approvedspecification listed in the Device Master Record,nor
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3.

4.
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7.

8.

lots of Unniprcp produced using less than the amount specified in the
Device Nkstcr kxord.

Failure to establish adequate procedures for specification control measures to assure the
design basis for the device and components is correctlytranslated into approved
specifications,as required by21 CFR 820.100(0)(1). Forexample, your firm does not
have adequate proceduresto show that a two yearexpiration date for Onmiprep, and n
three year expimtion date for Nuprepand Ten20 products are appropriate.

Failure to base sampling plans for testing and releaseof finisheddevices on an acceptable
statistical rationale, as required by21 CFR 820.160. Forexample, the sampling plan
used for bioscreen in finisheddevice inspection requiresone container to be collected
and ana!yzedper production lot, This sample size is not based on an acceptable
statistical rationa!e.

Failure to record and maintain infornwtionrelative to identity,effectiveness and deviee
performance tlom complaints received,as required by21 CFR 820.198(a). For example,
at learn complaints rega-dingOmniprep failed to word the Iot number of the subject
device or the nature of the complaint. This is also true for a complaint regarding the
Ten20 product. Also,your firm is failing to followthe” “procedure in
that complaints were observedas not being documentedon tb “Complaint Review
Form.”

Failure to investigate failuresof devices released for distribution,as required by 21
820.162, For example, several complaints received regardingthe consistency of
Omniprepand Ten20 products were not investigated,no conclusions were maehcd
regardingthe cause of the reported failure, and no follow up to correct the problem
made.

CFR

Failureto maintain a device histoty record to demonstratethat the device is manufactured
in accordance with the device master record, as requiredby 21 CFR 820.184. For
example, complaints were received for Omniprep with incident dates of
11/94and 8/95. There was no device histoxyrecord maintained for this lot.

Failure to develop, implementand maintain any written procedures for handling MDR
reportableevents, as requiredby21 CFR 803.17.

This letter is not intended to be an all-inclusive list of deficienciesat your fmility, It is
your responsibility to ensure adherenceto each requirement of the Act and regulations.
The specific violations noted in this letter and in the FDA483 issued at the closeout of
the inspection may be symptomaticof serious underlyingproblems in your firm’s
rnanuf~turing and quafityassurancesystems. You are responsible for investigating and
determining the causes of the violations identified by the FDA. If the causes are determined to
be systems problems, you must promptly initiate permanentcorrectiveactions.

PuRGED
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D You should take prompt action to correct these clcviutions. Failure to promptly correct
these deviations rrmyresult in rcgulatotyaction being initintcrlby the Foodml Drug
Administration without furthernotice. Tlwscactions include, but are not Iimitcd to,
seizure, injunction, find/or civil penalties,

Fedeml agencies arc advised of the issuanceof all WarningLetters regardingmedical
devices so they may take this informationinto nccount when consideringthe award of
contracts. Additionally, no pre.marketsubmissionsfordcviccs to which the GMP
deficiencies are reasonably related will becleared until the violations have been
corrected. Also, no requests for CertificatesforProducts for Export will be approveduntil the
violations related to the subject devices have been corrected.

Please notifi this oflice within 15days of receipt of this letter, of the spcci!icsteps you
will be taking to comply with our request.

Your reply should be sent to the Food and DrugAdministration, DenverDistrict Office,
Attention: David K. Glasgow,Acting Complianceofficer, at the above address.

Sinc~ly,

‘ District Director

PURGED
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